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Exemption; Revislon of Exemption for
Chemical Substances Manufactured in
Quantities of 1,000 Kilograms or Less

Per Year; Proposed Rule

AGEHNCY: Environmental Protecticn
Agency (EPA).
 ACTION: Proposed rule.

SUMMARY: Section 5(a}{1) of the Taxic
Substances Contrcl Act (TSCA) requires
that persons notify EPA before they
manufacture or import a new chemical
substance for commerciel p ag.
Section 5(h){4) o1 TSCA authorizes EPA,
upon application and by rule to exempt
the manufacturer or importer of any
new chemical substance from the
provisions of section 5 if the Agency
determines that the manufacture,
processing, distribution in commesce,
usa, or disposal of the substance will

" not present an unreasonable risk of
injury to heelth or the environment.
EPA is proposing to amend the current
TSCA section 5(h}{4) limited exemption
definad at 40 CFR 723.50 for persons
who manufacture certain chemical
substances in quantities of 1,003
kilograms or less per year. This
proposed amendment wouid incresse
the voiume limit to 10,000 kilograms or
less a year. Also, this notice proposes to
add a new sectior: 5(h}{4) examption
caiegory for certain chemice] substances
with low epvisonmental releases and
humen exposures. To ensure thst these
chemical substances will not present an
unreasonable risk, EPA hes included
procediu'al safeguards, including e 36—
_day review, and other conditjons in the
exemptxon .
DATES: Comments must be recewed by
April 9, 1993, Ii requssted, EPA wiil
conduct public hearings on the

proposed rule amendments. Requests to '

make an oral presentation must be
received by April 9, 1993.
. ADDRESSES: All comments and requests
."to speak at the public hearing must be -
sent to: TSCA Document Control Office

(TS~790), Office of Pollution Prevention -

and Toxics, Environmental Protec'uon
‘Agency, Rm. E-201, 401 M St., SW.,
- Washington, DC 20460, (Phone: 202—
- 260~1532). .
. Comments should mclude the docket -
control number: The decket control -

. ;. numberfor this amendment is OPPTS— i

L Backg,rcund -

" . determines that the manufacture, -
* -processing, distribution, use, or disposal- - process developed since the new

shove address between 8 a.m. and 12

noon and 1 p.m. and 4 p.m., Monday--

through Friday, excluding public
holidays.

FOR FURTHER INFORMATION CONTACT:.
Susan B. Hazen, Director,
Environmental Assistance Division (TS~
799), Office of Pollution Prevention and
Toxics, Environmental Protection
Agency, Rm. E-543-B, 401 M St,, SW.,
Washington, DC 20460, Telephone:
(202) 554~1404, TDD: {202) 5540551,
SUPPLEMENTARY INFORMATION! )
Electronic Availability: This document,
ajong with three other related
documents, OPPTS-50593, 50594, and
50595, is available as an electronic file
on The Federal Bulletin Board st 9:00
a.m. on the date of publication in the
Federal Register. By modem dial (202)
512-1387 or call (202) 512-1530 for
disks or paper copies. This document
end the three related documents are
available in Postscript, Wordperfect
end ASCH. -

The exemption for chemicel
substances manufactured in quentities
of 1,000 kilograms or less per yeer
became effective on August 26, 1985.
The supperting rationale and
background for that exemption wers
published at 50 FR 16477, April 26,
1985 and 47 FR 338386, August 4, 1382,
While general background informetion
is presented hers, readers should also

consuli the preambles for those notices

for further information on the objectives
and rationale for the rule and the basis
for ths TSCA section 5(h){4} “will not
present en unreascueble risk” finding.

Authonfy

Section 5{a)(1) of TSCA {15 U.S.C. -
2604 {a)(1)) requires any person who .

‘intends to manufacture or import 2 new

chemical substance to notify EPA 80

days before manufecture er importation
.- searches. EPA toxicologists can now, &s
- aresult, quickly locate available toxicity

" begins. Section 5(h)(4) of TSCA (15
U.S.C. 2604 (h)(4)) allows the - <
Administrator, by rule, to grant.an

_exemption from any or all of the:. - .- - »
-~ new substances under review, With this
- and other enhancements to the review-

.. requirements of section 5 if he or she

of a substance will not present an
unreasonable risk of i m]ury to haa]th or
the environment. - .-: = ] -

precursor monomers are on the TSCA
Inventory. On August 4, 1982, EPA

- proposed regulations for site-limited

intermediates and for chemical

- substances produced in quantities of
*~ 1,000 and 10,000 kilogrems or less per

year (47 FR 33920). Also on April 4,
1982 {47 FR 33924), EPA propossd
regulations for exempting certain

. polymers, and promulgated finel

- regulations en November 21, 1984 {49

FR 46C66). Final regulations for
chermical substances produced in
quantities of less than 1,000 kilograms
per year were promulgated by the
Agency on April 28, 1985 (50 FR
16477). Based on public comments, end
the requirements under secticn 5{h){4)}
of TSCA, the Agency decided to exempt

. only chemical substances produced in

guantities of 1,600 kilegrams er less per
year from full section 5(a}{?) -
premenufacturing review, The Agency
determined that it could not exempt
site-limited intermedistes or the 10,000 *
-kilograms cstegory chemical substances
-without requiring certein proceduse}
safeguards dssigned to ensure low risk,
such as requiring manufacturers to
obtain a qualified expert review of their
exemption application prior o

- submigsion. Industry commenters stated

these prucedural sefeguerds were overly
burdansome. EPA decided it could not
reduce those safeguards given iis level
of experience in 1935 and sti!] make e
required section 5{h){4) indings that
activities associsted with ths exempled
chernical substance would not present
8T unreasonable risk.

In the B ysars since the low velume
exemption was promulgated, EPA has

- gnhanced its technical asssssment ~

capebilities considerably. For example,

*: -in searching for chemical enslcgues to

gssist in the review of the potential
-toxdcity of a new chemical substance,

. the Agency is now able to perform

automated chemical substructure

data on chemicals with rgactive-
substructures analogous to those of the -

chemicals program began in 1977, the
- Agency-believes that the production

- .~ volume ceiling for the low volume = -
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exemption can now be raised to 10,000
kilograms or less per year and that a
new exemption for low release and
exposure chemicals can be promulgated
without compromising the Agency’s
ability to identify and protect against
substances that may present an
unreasonable risk of injury to human
hesalth or the envizronment.

For a more extensive review of the
history of the low volume and the site-
limited intermediate exemptions, please
refer to the Federal Register notices
cited earlier in Unit I. of this preamble.

1. Discussion of the Proposed
Amendments

1. Chemical substa.ncesmanufactm'ed :
at 10,000 kg or less peégtear The :
Agsncy is g manufacturers
of all M%ms manufactured
in quantities of 10,000 kilograms or less
per year will be eligible to epply fora
new exemption category. (Note that
throughout 40 CFR parts 721 and 723,
the term “manufacturer” is defined in
TSCA sectmn 3(8), 15 U.58.C. 2602(8), to

who import the
é)msons chemical substance, and the
“’Z‘i‘ua poviation ) Upen spprovl,
mclude imy tion.) Upon appro
manufacturers will be Prmmsd to
manufacture up to 10,000 kilograms
during cvery 1~ year period beginning
on the date of review period expiration.
'As with the current exemption,
chemical substances willnotbs
approved undes the exenption if the
Agency believes that they or their
reasonably anticipated metabolites,
environmental transformation preducts,
byproducts, or impurities raise a .
conncern for serious acute or chronic
human health effects or significant
environmental effects under reasonably
anticipated conditions of manufacture,
procsssing; distribution in commerce,
use, or disposal: Any submitted
exempticn notice wﬂl be denied if the
Agency is unable to affirmatively ﬁnd
that manufacture, processing, .
distribution, use, and d.sposal of the
sxetmpted substance wiil not present an
unreasonable risk of injury to hnman
:e%lth or the anmnr;:::.h
e proposal provi at -
nanufacturers requesting this
»xemption must submit notices 30 days
srior to commencement of manufacture :
i import. EPA believes that the extra 8 -
lays over the current zz—d&y revi.ew

ocpandad low voluma euampnoé and o
helowraloeseandexpommmpfmn

. notice; however, su

(10,000 kgs} were being produced.~ ;-
e -\-'»Hme.‘z?&hfmﬂmswpmﬁ’é

described bel W.Q-—-"“:- RS _Elodmvdm

provide information on human exposure
controls or environmsntsl release -
controls to support the exemption
notice, the manufacturers must maintain
those contrals throughout the durstion

* of the exemption. Exemption notices

containing inadequate human exposure
or environmental release controls may
be conditionally denied until the -
submitters provide sufficient
information regarding exposure

controls, Manufacturers are also bound
to the manufacturing sites and uses -

ap) in their exemptions,

o Agency is proposing to modify
the restriction that onl one low vohnne
exemption holder be allowed for any
given substance. Under the p
subsequent manufacturers of a o
substance for which one manufacturet
already holds an exemption will be
permitted to submit an exemptmn :

merx:nalufacturers must, in addmon to the
no requirements, affirmatively -
demonstrate that approval of their- -
exemptions will not result in additional -
environmental releases and human .- -
exposures which, in the aggregats, will _

. undermine the Agency’s previous

determination that the manufacturin
processing, and use of the low volume
substance will not presenten - -
unreasonable risk of injury to human
health or the environment. Subsequent
manufacturers unable to make this -
affirmative showing will be required to
submit either & full premanufacture
notice or an application under another
exemption prior to commencement of
commercial manufacture. To preveni
companies from applying for An
sxemption merely to preciude a

: potantxal compemor’sexanptwn the

Agency is proposing to

submitters to cartify that wﬂl
commence commercial manufacture of
the chemical substance undet the
exemption within 1 year of the
expiration of the review period. This
certification must

submission of the exsmption notice, H

" manufacture does not commence within

lyear,thasubmittermnsththdrawths

- exemption in writing within 1 yam'of
- the expiration of the review period.. -

lnawordancamﬁ:cmrempradice
undsz the present 1,000 kilogram- -

- exemption, the Agency will nemny

perform the risk assessment uMer the-
perznis'sibl%undetiﬁe' »

~subject to PMN requireiments mesting osting

: would be eligible to'a

“release and exposure
--exemption, reganﬂeuof

: intendedto anconugammpanf

elect, however, would be bound by their
election. Submitters who subssquently
wished to increase their maximum
production volume under the
exemption would be required to submit
a new exemption notice and cross- =
reference the original exemption *

- number on the cover of the notice, Ift.h,e

new exsmption is granted, it would

su e the previous exemption. -
the transition period -
between the existing and proposed

exemption, the Agency will continue to
accept exemption notices under the

terms of the current 1,000 kil or

less exemption category untl -
rule altering this exemtﬂmon uategory ’
becomes effective: At time,

existing 1,000 kilogram exemption. -
category would no longer be available,

All exemptions %evious}y granted
under the 1,000 tien-

‘ x]ltemainbindmgandeﬂ’;?;emdsr )
o E

provisions of 40 CFR = .-
723.50 even though such prov:siommll
nolongerbewntamedmthe(:odeof
Federal Regulations; however, the
proposed exemhlpﬁon does 1;2; containa -
8@ te 1,000 kilogram or category.
A&i&hma:mp«tawﬁow&s
granteﬁ}anexempbonunderhstgepnor :
1,000 kilogram per year or
axemphonwxllg allowed to submit a-
newexempbonnoﬁcetoincreaseme
roduction volume up to 10,608~
Eﬂogra.m.speryearﬁonhems
chemieal substance, If a manufacturer

- does apply for the 10,000 kilogram

exemption, its notice will ba reviewed
for unreesonable risk at the increased - -
production vohums, A newrisk.. .
assessmemwxllbepe'funnedbassdon

B themfnwmauonmbmxttadmtbem

notice, A submitter.of a subsequent,. -

. 10,000 kilogram exemption will be

allowed to continue to manufacture
under the terms of the 1,000 kilogram -
exemption until a regulatory decision is
mase on the new exsmption notice, If .
the new notice is granted, it will
supersede the 1,000 kilogram -
exemption.:

" 2. Low release and exposure s
chemicals. In connection with the .-~ -
- Agency’s overall pollution prevention . -
- strategy, EPA is proposing to add snew -

" exemption category for chemical -
- .substances with lowenvxronmental

-~ releases and low human

.’ during their manufacture; proming,_;_ :
. -.and use; All manufacturers and

importers of new themical snbstannes

the statsd release siid expostre criteria.
Egaly for_thisln '

olumen«'l‘heLoREXaxempﬁmi%
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develop manufacturing, procassing, and
use techniques which minimize -
exposures to workers, consumers, the
general public, and the environment.
- As with the low volume exemption,
the Agency is proposing to require that
the uses and manufacturing sites be
restricted to those approved in the
“exemption notice, and that submitters
. also be bound to the approved release
_and exposure controls, EPA believes
that these binding provisions of the
LoREX exemption will, in many
instances, prove to be an effective
substitute to regulation under section
5(e) of TSCA. Thus, EPA expscts this

new exemption category to significantly -

reduce the administrative costs
presently devoted to section 5{e)
consent order development and review,
and to permit manufacturers to
commence commercial production of
their new products more quickiy, while
ensuring against unreasonable risk to
human heslth or the environment.

Potential submitters should be
mindful that the principal focus of this
exemption is on release and exposure,
not toxicity. In light of this, the Agency
will apply the release and exposure
criteria strictly, and, although it will -
consider any relevant toxicological data
submitted, it will be urable o conduct
a thorough review of that data in many
cases within the 30—day review penod
A pnmary goal of this exemption is to
minimize the time and resources
required to review new chemical
- substance submissions;-to the extent
that the Agency must undertake detailed
examination of the inherent toxicity of
a given chemicel substance, that goal is
compromised and a PMN notice would
be more appropriate.

To satisfy the required section 5(h}(4)
findings of unreasonable risk, the
submitter would first have to mest the
sligibility criteria in the following Table
1 indicating that exposure to the
substance, and hence the risk presented

by the substance, islow:

TABLE 1.—PROPOSED Low RELEASE/

* EXPOSURE (LOREX) ELIGIBILITY CRITERIA'

WME&.@NWR&‘ El_igibmycmmtorEx-
GenemlPopuauonExpo- =
" m\ - 25

F Nopee =

= any releases to water that ,may occur -
" will resylt in’ surface water ::
: concentrahons of the' substance that are
" no greater tha 1 part per billion (ppb). .

* calculation method described in 40 CFR’

: expt)sure ésﬁmates*. surface water-

TABLE 1.~PROPOSED LOW RELEASE/EX-
POSURE (LOREX) EuUGIBILITY CR-
TERIA'—Continued

Type of Exposure or Re- | Elgibiiity Critenia for Ex-
ype lsase empﬂon
IPhIBHON: ............ | NORIS, Utless adeguste
protection provided
Environmentsl Release .
Ambient Suiface Water | No relsases resulting in
Releases. surtace water concentra-
) : tions ebove 1 ppb*
Ambient Alr Roleases . ..... | No incineration releases
above 1 pg/m® maximum
mm-ve.mgoem-
Land/Groundwater Re- No rsleases to landfill
leases. uniees submitter dem-
- ongtrates that the ex-
empted substance has
negligbie ground-waisr
migration potential
! This tabie lists the minimum criteria required to epply for
memmm on the review of the notice, lower
e ied axcegt as
ot e amblars 8% Peertion atee 7 o Provided
'wl;h Qe resulting from drinking water

n

mmmmmmm 1
“ Concentration 10 boMmhgnméQML

h‘OCFRTmOO.

X(Mnud-wy-u)xoea

To satisfy the human exposure side cf
the eligibility criteria, the submitter
would have to show that there are no -
exposures to consumers or the general
public {sxcept as pruvided under the
surface water and ambient air criteria)
inherent in the proposed manufacturing,
Pprocessing, or uses of the substancs, and
that any worker exposure which is
likely te occur will be adequately
controlled through use of engireering
controls, work practices, and/or
personal protective equipment.

In terms of environmental releases,
LoREX eligibility criteria for releasas to
three environmental media are
proposed. In assessing the potential for
environmental release, the submitter
should consider all routine releases
from manufacture, processing, and use, -

S:ddlymmmom)

~ including releases associated with

cleanig of equipment and from
disposal or cleaning of containers and

- - packaging. For ambient surface water,

the Agency-is proposing that submitters

either (1) })revent all direct and indirect -
" releases o

the exempted substance to
surface waters; or (2) demonstrate that

using the siirface water concentration

assump'ﬁons fof drinking water: "~

. m

o advance precisely w.

* migration potanua] ofa
. substance is *'nt

lc}oncentratmns of 1 ppb will result in
uman drinking water exposures at or
below the 1 mg/ysar LoREX drinking
water criteria in nearly every case; )
therefors, compliance with the drinking
water exposurs criteria will be
presumed from compliance with the 1
ppb surface water level. The Agency
will reserve the right, however, to -
require lower surface water :
concentrations on a case-by-case basis .

" when concerns for carcinogenicity, -

neurotoxicity, or other serious chronic

effects are raised, or under conditions
where actual drinking water exposures

are likely to significantly exceed the 1

dosage.
e proposed LoREX eligibility -
criterion for maximum annual average
ambient &ir release concentration from
incineration is 1 ug/m?, This level was _
derived from air exposure modeling.
estimates of maximum ground level
concentrations from incinerator stacks,
using worst case meteorological data
sets. To determine whether a particular

~ substance meets the criteria; submitters

would calculate exposure levels using

~ the method described in Teble 1. As

with drinking water exposures, the

‘Agency may require lower air release-

levels in individual cases if concerns for
chronic health effects are raised for the
exempted substance,

For land/groundwater dlsposal EPA"
is proposing that LoREX substances not
be disposed of by landfill or other land
disposal methods unless the submitter
demonstrstes thet the groundwater
migration potertial of the substance i is
negligible. To make such a
demonstration, a submitter will be *
required to provide data on the
biodegradation and leeching potential of
the exempted substance, or other data
which clearly establishes that
significant releases to groundwater will
not occur. EPA suggssts the following -
core set of tests to ectablish groundwater

ation potential:
) An inherent biodegradability in
soil test (40 CFR 796.3400):

(b) An anaerobic biodegradability of

organic chemicals test (40 CFR :

- 796.3140).

(c) Deagendmg on the substance s - .7
chemical properties, eithera sedxment
and soil adsorption isotherm test (40

- CFR 798.2750) or a soil adsorption
_ isotherm test (40 CFR 796.2700}.

Although it is difficult to state in
combinauons of L
results from the above testing would,
clearly establish that the cg‘oundwa’

(-} G5 A

})le some broad
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for the logarithm of the soil adsorption
coefficient (“log Ko’} of their new
chemical substances of 4.5 or greater
will generally be found to have satisfied
the “negligible groundwater migration
potential” standard, unless persistent in
the environment. Similarly,
~ biodegradation test data demonstrating
half-lives of chemical substances of
-under 1 week, or complete degradation
in under 2 weeks, would satisfy the
- LoRex criterion in most instances.
Hydrolysis data showing that a chemical
substance hydrolyzes at a rapid rate
would also generally be accepted by the
Agency. Chemical substances which do
not show either a 4.5 or greater Log Koc
value alone or a half-life of under 1
week alone may nonetheless qualify for
- the LoRex exemption if the two values
in combination, or togsther with other
relevant data, support a conclusion that
significant amounts of the substances
will not reach aquifers.

' EPA invites public comment on this
and other generic criteria which might
be uséful in the groundwater migration
determination. The Agency also intends

" to continue encouraging initiation of
any testing. Such consultation
~ frequently results in more relevant data -
- and can often lower the submitters’ test
costs. Upon approval of a LoOREX
-exemption, the submitter would be
- bound to the continuous use of the
exposure and release controls described
in the approved exemption, as well as
the listetfuses and manufacturing sites.
The Agency will deny an exemption
notice notwithstanding satisfaction of
the exposure-based exemption criteria if
it believes it cannot support the
affirmative finding required under
section 5(h)(4) of TSCA that the
manufacture, processing, distribution,
use, and disposal of the chemical
substance, under the conditions -
described in the notice, will not present
an unreasonable risk to human health
and the environment. '

EPA solicits comment cn whether the
LoRex exemption criteria are set at a
reasonable level to allow new chemical
substances with de minimis releases
and exposures to qualify for the
exemption. Are there alternative
‘exemption criteria that would represent
a reasonable proxy for de minimis
exposure? - ’ :

- 3. Exemption notices. To simplify the
submission of low volume (LVE) and
LoREX exemptions, and Agency review
of them; EPA is proposing to fequire use’
of the PMN form (EPA Form 7710-25). -
Thus, submitters shotild supply the * '
usual PMN information on chemical ~ '
identity, impuirities, trade names, . -
production volume, uses, manufacturing :
sites; environmental release,-and worker

- lower than that claimed by the V
equipthent manufacturer. Ventilation - - 7 v
- not quaify for the exemptionThes7

axposure. Given the importance of
releass and exposure information to the-
disposition of LVE and LoREX
exemption notices, submitters should
include as much information on thess
subjects as possible, including, where
applicabls, such items as an assessment
of the potential for dermal and
inhalation exposure, including
magnitude, frequency, and duration;
specific respirators used (e.g., NIOSH/
MSHA-certified 19C Type C supplied-
air respirator operated in pressure-
demand or positive pressure mode and
equipped with a full face piece); specific
information on the dermal protective -
squipment used (including any
information on permeation); other
control methods used {including
information on their effectiveness);
environmental release controls
(including information on their
efficiency); as well as details on work
praciices, standard operating
procedures, etc, In assessing the
potential for exposure, the submitter
would be required to consider all
routine worker activities during
manufacture, processing, and uss,
including operations such as materials
transfer, drumming, packaging or
loading and associated unloading
operations, sampling, etc. In assessing
the potertial for anvironmental release,
the submitter would consider all routine
releases during manufacture,
processing, and use, including releases
from processing, cleaning of equipment,
disposal of empty containers, “off-spec”
materials, processing waste, samples,
etc. ’

Bald statements such as “‘glove boxes
will be used” or “the chemical will be
manufactured in a closed system”
would be insufficient to document thet
worker expcsure requirements of the
LoREX exemption have been satisfied.
For example, even manufacturing
facilities controlling reactor operations
via isolated control rooms may stiil
involve potential worker exposures
during such operations as sampling and
drumming. Additional controls may be
needed for these operations. Also, the .
efficiencies of such engineering controls
as glove boxes or local exhaust

. ventilation (LEV} will vary according to-

manufacturer design, installation
method, and user operations. Factors
which may affect the operating -
efficiency of LEV include hiood-to-". .
source location, worker Intervention, -

operated in accordance with
Occupational Safety and Health
Administration (OSHA) standards such
as 29 CFR 1910.94, end current
recommendations of the manual
Industrial Ventilation by the American
Conference of Governmental Industrial
Hygienists, and ANSI Z9.2
Fundamentals Governing the Design
and Omﬁon of Local Exhaust Systems
published by the American National
Standards Institute. The submitter
would provide as much information as
possible to demonstrate the -
effectiveness or efficiency of control

. methods, and procedures used to

maintain the stated effectiveness of'

- efficiency over time, as well as details -

" . The propo

equipment installation; maintenance

practices, ‘and cross drafts. Because of -
such factors, actial effi¢iency may be

systems should be designed and .isc%.

. substances produced under the:*
> exemption to submit to EPA any tbst
- data or other information they obtain *:

on programs for worker safety training
and hazard communication. o
To the extent it is known or -
reasonably ascertainablebythe . -,
submitter, physical and chemical - -:
property information for the chemical . -
substance (e.g:, vapor pressure, melting -

. point, boiling point) would also be

required under these proposed. ... -
exemptions, This information would be .
listed on the last page of the PMN form.
In EPA’s experiencs; such information-

is generally available and would be -
helpful in assessing exposure controls
and better characterizing the potential
risk of the chemical substance,

The Agency believes uss of the PMIN
form would prove beneficial to both it
and industry, and seeks comments from
experienced PMN and LVE submitters
on this goint. By providing a standard -
format for the required information,

EPA expects to decrease the frequency

with which it would have to

conditionally deny incomplete

exemption notices, thereby decreasing :
the length of time submitters would -
have to wait for disposition of their

exemption notices and the Agency

resources devoted to reviews. o

Submissions not containing all of the
required information would be declared
incomplete. To reinitiate a notice which
has been declared incomplete, a:
submitter would have to submita -
complete new exemption notice form
containing all the required information;
partial submissions sent to EPAto ~
supplement notices declared incor;?lete
would not be accepted. Photocopi

- pages from previously submitted -

exemption forms would be accepted - -~
provided that the certifications page . :

contains an original signature. - - i
retains the provision
which requires fianifacturers of .

which indicates that the substance may
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proposal also adopts the current PMN
requirement that requires submission of
any new information of which the
manufacturer obtains possession,
control, or knowledge during the review
period if that information metérially
adds to, changes, or otherwise makes
significantly more compléte the
information included in the notice.

4. EPA review of notices. EPA is
propoang, and comment on,

the requirement that submitters submit
exemption notices 30 days prior to
intended manufacture of the low
volume or LOREX substance. The '
Agency believes that an increase from
21 days to 30 days will be necessary in
order to accommodate the projected
increase in number of exemption
notices under the higher low volume
ceiling and new LoREX category. EPA is
aware a ionger exeraption review period
may make the exemptions less

“attractive; however, it believes that the
modest increase to 30 days proposed is
imperative to conduct the type of
reviews necessary to support the legal
finding that the exempted substance
will not present an unreasonable risk of
injury to human health or the
environment. Moreover, EPA believes
that the existence of these two
exemptions categories would, on
average, significantly expedite the
introduction of many new products into
the marketplace.

5. Determination that a chemical
substance will be denied the '
‘exemption— a. During the review
period. Under this proposal, EPA would
determine that a suﬁstanoe is ineligible
for the low volume or LOREX
exemptions if it finds that the new
chemical substance does not mest the
terms of the exemption, or that there are
issues concemmg toxunty or exposure

- that require further review whi )31
cannot be accompiished within the 30—
day review period. Such issues that may
require further review include serious
acute-or chronic human health effects or
significant environmental effects under

- anticipated conditions of manufacture,
processing, distribution in commercs,

use, or disposal. -

" IfEPA determines durmg the review

. be denied, the Agency will notify the

... manufacturer by telephone that the

substance is denied the exemption. The

submitter will subseq

by letter:The letier will explain the:s -
- reasons for EPA’s'determination: The.-

_ -submittermllthenhavetheopuonoi
. v<resuhmttmgtheemmpbonnouoemthl

: axglanatory ar additional information,

.+ - submitting a PMN, urnotmanuhclunng
: "-’;the chennealsubstanca

'!vi--

uently be nouﬁed.; ,

b. After the review period expires. The
Agency is proposing to amend the
current provisions relating to revocation
of exemptions after expiration of the
review period. Under the proposal, a
revocation could be effected if EPA,
based on new information, determines
that it can no longer support the “no
unreasonable risk” finding required
under section 5(h)(4) of the Act. This is
a change from the carresponding
provision of the current exemption
which permits revocations whenever
EPA determines that the substance
“does not meet the terms of this
section.” -

6. Inventary status. For the axpandad
low volume exemption category for
substances produced in quantities up to
10,000 hlograms/year the Agency is
proposing to continue the policy of not
adding such substances to the TSCA
section 8(a) Inventory of existing
chemical substances. Similarly, EPA. is

. proposing to not add substur.ces

produced under the LoREX exemption
to the 8{a) Inventary. Therefore,
subsequent manufecturers of chemical
substances for which exemptions have
been granted to other companies under
these two categories will be required to
submit independent exemption notices
or PMNs beg: commencing
nonexempted commercial production of
those substances.

7. Recordkeeping. The proposed rule
would require manufacturers and
importers to maintain records on (a) the
production volumes of the chemical
substance for which an exemption was
granted, and (b) documentation of
information in the exemption notices
and compliance with the terms of the
exsmption. The records would be
maintained for 5 years after the date of
their preparation. These records would
be kept at the submitter’s manufacturing
site(s). Recordkeeping at the siie of
manufacture is a new requirement. The
Agsncy has found that it has been
difficult to determine compliance with
the regulations when records are not
kept at the site, Also under this
proposal, EPA would have the authority
to require the manufacturer of an -

. exempt substance to submit ooples of
_ these records to EPA upon written
period that an exemption notice should . -

request. Manufacturers would be
required to provide these records within
15 days of the written notification by
EPA. This section in the proposed rule .
is intended to supplement the - -
inspection and subpoena authontws of
sectmn 11 of TSCA:: i,

-8+ User fees. Section 26fb} ofTSCA

» authorizes EPA-t6 require, by rule, the

payment of a reasanable fee from any
person to submit data under.

section4nr$oi'I‘SCA.Chxrremly I-?A

. between manufacturers; however, gmm-"v )

requires a user fee for PMNs, certain
PMN axempuon notices, and significant
rew use notices submitted under TSCA
section 5(a) and 5(h). EPA is proposing
to amend 40 CFR 700 to require
manufacturers and importers to pay fees
for low volume and LoREX exemption
notices. Currently, there is no such user
fee requirement associated with the low
volume exemption. The fee
would be $100 for small busginess
concerns, and $2,500 for all others.

The fee for PMNS, certain exemption
notices, and SNURs wes originally

. promulgated on August 17, 1088. The

supporting rationale and background for
this rule i3 published in the Federal -
ﬁster of April 20, 1887 (52 FR 129840)

Federal Register of August 17,

11988 {53 FR 31248). These two

documents should be consulted for
further information on the objectives
and rationale for the user fee rule. =

9. Customer notification. The Agency
is proposing to retain the requirement
that manufacturers notify processars
and industrial users of the use- -
restrictions and of any controls -
specified in the exemption notice. Such
notification may be given by means of
a container labeling system, written -
notification, or any other method that
adequately informs recipients of the
applicable use restrictions or controls.
As with the existing LVE, the proposal
alsa requires that manufacturers (a)
immediately cease distribution to any
customers who violate use or control
restrictions, and (b} notify the Agency
within 15 days of learning of mgh
violations,

To ensure compliance with the
LoREX criterion, the proposel re&u
further that LOREX exemption hoiders
distribute LoOREX substances only to
persons who agree in writing to not
further distribute the substances until
they have been reacted or otherwise
rendered into a physical form or state in
which releases ana exposures above the
LoREX criterion will not occur. The
Agency recognizes that this distribution
restriction may be problematic for _
manufacturers of some substances used
in multi-tiered markets, but believes
that some form of control over o
distribution is necessary. Commenters . -
are encouraged to suggest alternative - -
methods EPA might employ to ensure
that distribution of the LoREX substance
beyond manufacturers’ customers- mll
not present an unreasonable risk to
human health or the esvircnment. <.

10. Transfer of exemptions.. Cnmnt
Agency policy generally does not < - :
recognim transfer of exemption nghts e

themcraasadﬁequancyovsnhelast
several years‘ofoorpmatsmergers;”
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dcquisitions, buy-outs, technology
transfers, and other forms of corporate
succession, EPA bslieves that it is
appropriate to reevaluate its exemption
transfer policies in light of the proposed
amendments and requests comments on
this issue. . -

III. Rationale

'A. Chemical Substances Manufacturéd
at 10,000 Kilograms or Less Per Year

" To better utilize its limited resources
“and lessen regulatory burdens on
industry, the Agency undertook an
examination of the review process for
" PMNs and PMN exemption notices to
_determine whether it was advisable to’
expand the categories of new chemical -
substances eligible for PMN exemptions.
One of the first exemptions identified
through this examination wes the
current exemption for new chemicel
substances manufactured in quantitiss °
of 1,000 kilograms or less per year. EPA
believed that significant resource -
savings could be realized if the ceiling
for the exemption could be raised to a
level which would expand the pool of
. eligible new chemical substances while
" sti]ll permitting the Agency to maks the
requisite “will not present an
unreasonable risk” statutory finding.
Those familier with the PMN program
_will recall that in 1982 when ths current
low volume exemption (“LVE”) was
originally proposed (47 FR 33920), the
Agency included a separate category for
chemical substances manufactured in
quantities of 10,000 kilograms or less
per year. However, that portion of the
_proposal was never promulgated. This
was due mainly to uncertainty over the
number and types of notices that would
be received under the higher volume
category, and slso to an inability to
- reconcile industry concerns sver some
of the additional safeguards imposed
' upon the higher volume category and
the Agency’s belief that such safeguards
were necessary (see the discussion in
Unit L of this preamble). - .
. With the benefit of 8 years of -
experisnce under the 1,000 kilogram
- exemption category and the Agency’s.
~_enhanced ability to gauge toxicity of -
.- new chemical substances based upon -
* structural activity relationships, EPA is .
-confident that it can now review a larger

-- pool of chemical substances under the -

chemical substances produced in lower
quantities (g:nerally involve
correspondingly lower human
exposures and environmental releases,
and consequently, pressnt generally less
risk than high volume substances. -
Beyond this, the Agency believes that
the low volurme exemption has been a
very successful regulatory mechanism
as measured by the level of EPA
administrative resources needed to
implement it and the relative burden it
places on manufacturers. Becauss of this
success, EPA believes that both its
interests and the interests of ind

and the public will be served by
enlarging the portion of new chemical

+ substances which may be manufactured

under the exemption.

B: Low Release and Exposure (LoREX)
Chemical Substances .

In addition to the production volume-
based category described above, EPA is -
proposing establishment of a new TSCA
section 5(h)(4) exemption category
based on low levsls of environmental
release of, and human exposure to the
new chemical substance. Eligibility

“would be independent of production

volume level.

The Agency believes that the concept
of basing an exemption on low release
and exposure offers several potential
advantages over a volume-baged
exemption. First, an exposurs-driven
exemption generally provides a more
direct gauge on the magnitude of risk
presented by a given new chemical
substance. Production volume alone is
only an indirect indicator of exposures
and releases. Secondly, EPA belisves
that the existence of a LOREX exemption
will encourage pollution prevention

" (source reduction) techniques by

rewarding manufacturers able to mest-
the low release and exposure criteria
with more timely regulatory decisions,
and in many cases, with less
burdensome regulatory controls. Such a
result would entail substantial time and

resource savings for both EPA and
industry. . :
1. Lo criteria — a. Human

exposure. In determining the
appropriate criteria for defining the

"~ types and/or levels of exposure which
-should constitute “low'e

sure”’ to
humans, EPA considered distinct
populations: workers, consumers, and.

unreasonable risk to human health.
Therefore, the Agency believes that any
consumer and/or general population
exposures (other than the negligible
drinking water and ambient air
exposures discussed later in thig
preamble) should automatically
disqualify new chemical substances
from LoREX exemption eligibility,

' sures to workers, on the other
hand, are fundamentally different than
consumer and general population
exposures in that they may be more
readily monitored and controlled
through engineering controls, workplace

. practices, and/or protective equipment

uirements. Therefore, the Agency
believes that it may, consistent with its
section 5(h)(4) obligation, approve a
high percentage of LoOREX exemption
notices where appropriate control
measures ere instituted in the
workplace,-

Workplace exposures may occur
through inhalation, dermal contact, or
ingestion. For dermal/ingestion - -
exposures, the Agency believes it most
appropriate to require manufacturers -
applying for a LOREX exemption to
comply with the general dermal-
‘exposure requirements used in section
5(e) consent orders; namely, to require
all workers reasonably likely to be
exposed to LoREX substances to be
provided with, and required to wear,
chemical protective equipment which -
provides a barrier to prevent all dermal
exposure to the substance. Chemical
protective clothing used to provide this
barrier must be demoustrated tobe
impervious to the substance under the
expected conditions of use-and duration
of exposure. Such demonstration could
be accomplished under 40 CFR
721.63(a)(3){i)-{ii) by actually testing the
material used to make the chemical
protective clothing and/or by evaluating
the specifications from the manufacturer
or supplier of the chemical protective
clothing to establish that the chemical
protective clothing will be impervious
to the exempted substance alone and in
likely combination with other chemical
substances in the work area. -

Regarding inhalation exposure, the
Agency will expect submitters for

. LoREX exemption notices to have (i)

identified the workplace operations
where inhalation e; ure is likely to
occur; (2) assessed the magnitude, .

frequency, and duration of potential -

the general population. EPA believes L
exposure; (3) assessed the effectivéness

that, for purposes of this exposure-based -
exemption;any direct exposures to the.

- low volume exemption and identify. ...
.- within an-abbreviated review period:. - . _
.- those substanees which may pose an'- - of the various ure controls; and (4)-
--~unreasonable risk to human health or' - latter two groups would be, inthe - - selected the method or combination of

i .".”. context of an abbreviated review period, .. methods that will provide workers with

-the environment. . 7 i o1
-« = The basic rationale for proposing an - inconsistent with the Agency’s statutory = the apirz&:iafa protection for the given. .
;-expansion of the low volume exemption.. obligation under section 5(h)(4) to - -~~~ ‘workpla While the Agency strongly - -~ |
 Category is the same as that fors:! affirmatively find that the exempted. . '- encourages submitters to reduce - -
# proposing the exemption.initially: substances will not present an ;2. -5 workplace exposures at their source, .. . .
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where feasible, submitters could also
support a claim of low worker
inhalation exposure based oi the use of
appropriate respiratory protection
equipment. The Agency believes it most

appm{ﬁriata for a submitter to comp
with the general requirements regarding
respiratory protection used in TSCA .
section 5{e} consent orders, which
stipulate the use of respirstory R

protectian in sccordence with the
National Institute of Occupationel
‘Safety and Health (NIOSH} regulations
at 30 CFR part 11, and the Occupaticnal
Safety and Heslth Administration
(OSHA) regulstions at 29 CFR 1910.134.
Similarly, the inhserent physical or
chemical properties of the substance
submitted for an exemption may form
the basis of a low exposure claim, s in
a nonvolatile dye manufactured,
processed, and used only in solution,
such that inhalation to perticulates will
not occur.

b. Environmental release— i.. Water
releases. The proposed LoREX water
releasa eligibility criterion of <1 ppb
surface water concentration was
established on the basis of EPA's
experiencs in conducting environmental -
risk assessments an PMN substances.
The concentration level is to be
estimated by the submitter using the
methoad described in 43 CFR 721.90.
Based on EPA’s 14 years of PMN
experience, aquatic texicity concern
levels have only very rarely been
established at levels below 1 ppb. Thus,
EPA is confident that the vast mejority
of LoREX exemption notices satisfying
this criterion will not present an
unreasonsable risk ef acute or chronic
aquatic toxicity, and that the Agency's
risk assessment capabilities will identify
those few exemptions which may
require more strict concentration levels
to ainst potential aquatic risks.

malgeases e proposedq LoREX
air release eligibility criterion of 1 pg/m?3
was, like the ambient surface water
criterion, selected on the basis of
experience gained in conducting risk
essessments on over 18,000 PMN
chemicel substances since 1978. At this
meximum annual average
concentration, EPA believes that, using
worst case estimates, the maximum
human exposures downwind from
incinerators will be toxicologically
insignificant for most of the chemical
substances it is likely to review under
the LoREX exemption. As noted above,
however, the Agency may require
individual submitters to adhere to lower
release levels for substances for which
chronic toxicity concerns are raised
during the risk assessment.

The proposed methadology for
calculating maximum annual average

concentration (see Table 1, footnote 5)
to be used by exemption notice
submitters was based on computer
modsling similsr to that used by the
Agency in the PMN review process.
Those interested in more detail cn this
methodology should cansult the docket.
Submitiers should also be aware that,
elthough the proposal has not
established generie eligibility criteria for
fugitive air emissions unrelated to
incinerstion, the Agency will review the
potential for such emissions on a case-
by-case basis, and will deny exemptions
if the air emissions reach such levels as
to undermine the Agency's ability to
conclude that the substances in question
will not present an unreasonable risk.
iil. Land/groundwater releases. The
Agency is proposing to exchide from
eligibility all chemicel substances
which will be disposed of via landfiil
unless the submitter demonstrates that
the exempted substence has negligible
ground-watsr migretian patential. This

- “zero release” standard was deemed

most eppropriate because the Agency
was unable ta develop a broadly
applicable method for estimating
groundwater concentrations of chemical
substances based an lendfill disposal
volume. Given the many variables
involved in making such estimates (e.g.,

_Inigration rates, biodegradation rates,

sediment/soil adsorption rates), EPA
does not believe it will be possible to
develop a generic maodsel for estimating
groundwatsr concentrations for a
significant numher of substances with
sufficient reliability to support the
requisite “no unreasonable risk”
finding. Consequently, the Agency
believes that, in the context of an
abbreviated review period, where in-
depth case-by-case assessments of
groundwater leaching potential are
infeasible, prudence dictates that zero
release be the primary standard.

Potential LoOREX exemption.
submitters with no viable alternatives to
landfil! disposal would be given the
option under the proposal of
demonstrating to the Agency’s
satisfaction that their substance will not
migrate to groundwater. A list of -
suggested tests to establish groundwater
migration potential is contained in Unit
ILA.2. of this preamble. i such a
demounstration is made, a submitter
would be permitted to landfill excess
quantities of the exemption substance
up to the amounts approved in its
exemption. In all ceses, however, the
Agency strongly encourages submitters
to strive for total elimination of releases
through employment of the best -
available pollution prevention (scurce
reduction) techniques.

IV. Major Alternatives Considered '
A. Maximum Annual Production Limit

As an elternative to the 10,000
kilogram annusl production limit
preposed in this notice, the Agsncy
considered raising the low volume
Elrodnction ceiling to either (1) 5.000

ilograms; or (2) 25,000 kilograms witk

a toxicity testi uirement. - - -

Basedq_::n Pﬁﬁm. EPg‘esﬁ.mated
that a 5,000 kilogram ceiling would
increase the pool of chemical substanc
eligible from the current 1,000 kilograr
exemption by 10 percent, ar 21 percen’
of all PMN submissions. Although this
increase is not insignificant, the Agenc
believes that it would not utilize this
exemption to the extent possible, end
that a higher volume ceiling, benefitin;
both EPA, the public, and industry,
could be proposed consistent with the
Agency’s statutory mandate to make th
“no unreasonsble risk’’ finding; thus,
EPA favored the 10.000 kilogram
alternative over the 5,000 Kiogram
alternative. .

The 25,000 kitogrem option, with a
“minimum toxicity data set™
requirsment, was also considered by t!
Agency during development of the
proposed rule. This higher volume
ceiling was projected to encom
approximatsly 38 percent of ell new
chemical submissions, a 27 percent

" increase cver the number of

submissions under the current

. exemptian. Although EPA believes th:

increasing the maximum velume to th
level could potentially save both it an
industry considerable time and
resources for & large number of new
chemica! substances, this option raise
a pumber of concerns. Chief among
those concerns was the cost of testing.
If the Agency were to require LVE
submitters ta conduct the same “core
set” of hesalth and ecotoxicity testing 4
now requires of submitters of high
volume/kigh exposure PMN substanc
under its “expasure-based” criteria *
pursuant to section 5{e}(1)(A}ii}{H) of
TSCA, the average per chemical cost (
such testing would be over $50,000.
Even if such a date development
requirement were delayed until a
specified volume of the chemical
substance was produced, there is

. considerable uncertainty over how

many potential submitters would finc
thet form of an exemption preferable
a PMN submission. On the other hen
if EPA wsrs to scale back the data

‘developmant requirements, there is

doubt that the Agency could make th
requisits “no unreasonable risk” find
for many of the submissions.
Consequently, in light of these
uncertainties, EPA determined that it
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would be inadvisable at this time to
propose a new low volume category for
substances produced in the 10,000 to
25,000 kilogram range.
B. Site-limited Intermediates
The Agency originally proposed a
site-limited intermediate {SLI)
exemption category in 1982 but, as with
the proposed 10,000 kilogram low
volume category, never promulgated a
rule for that category due to industry
criticism of the proposéd procedural
- safeguards and EPA's uncertainties over
making the “no unreasonable risk”
finding for this class of substances
“ without such safeguards. EPA
considered reproposing the SLI
exemption category in this rulemaking,
but'decided against doing so mainly
because it believes that most, if not ell,
SLI chemicals which would be :
approved under an 5L1 exemption
would fall within the scops of the
LoREX exempton category; therefors,
the Agency believes that a separate SLI
exempfiion is unnecessary. Nevertheless,
EPA is outlining the parameters of an
SLI exemption alternative in this section
to solicit public comment on this
concept. '

If proposed as a separate exemption
category, the SLI exemption would be
available to all domestic manufacturers
of chemical substances saiisfying the
definition of “site-limited
intermediates”, inderendent of annual
production volume. Under the 1882
proposal, en “intermediate” was
defined as *“any chemical substance
which is (1) used as a reactant in the
intentional manufacture of another
chemical substance, and (2) is

“consumed in whole or in part in that
reaction’; and a *site-limited
intermediate” was dsfined as an
“isolated intermediate which is
man , processed, and used only
at the site of manufacture and not
intentionally distributed outside that
site except as waste which will be
delivered for disposal in accordance
with applicable government laws and
regulations, or for hurning as a fusel”.

As with the low volume and LoREX
exemption categories, the Agency would
conduct a risk assessment of the SLI
based upon the information submitted -
by the manufacturer, and would
approve the exemption only upon a
finding that the substance would nct

present an unreasonable risk to human -~ -

health or the environment. Certain -~
hazard or exposure concerns identified - : -
during the 30—day review period would -
be grounds for a denial of the exemption -
notice. For example, significant human "~
exposures or releases that could not be
adequately mitigated through controls

' the earlier version used to sup
" 1982 proposed low volume an

" procéssing, and use of such chemicals -

 or waste treatment would prevent the

Agency from making the requisite *“will
not present an unreasonable risk”
finding. .

The Agency believes, as it did in
1982, that site-limited intermediates as
a class may be considered low risk
because they are largely consumed in
chemical reactions and thus do not
generally leave the site of manufacture,
either in emissions, waste or final
products, except in relatively small
amounts. Moreover, to the extent that
workers may be exposed to SLIs at
manufacturing sites priar to initiation of
the chemical reaction, such exposures
can typically be adequately controlled
through employment of protective -
equipment, engineering controls, and/or
workplace practices. However, as stated .
above, the Agency is not convinced at
this time of the need for both an SLI -

-exemption category and a LoREX

exemption cstegory. Therefore, The
Agency will consider promulgating a
separate exemption category for SLIs in
the final rule only if either (1) the
LoREX category is substantially altered
in the final rule, or (2) public comment
convinces EPA that there could be a
significant number of lew risk SLIs .
which would not satisfy the LoREX
eligibility criteria.

V. Alternatives and Request for Public
Comment -

EPA requests comments and data on
all aspects of this proposal, including
provisions of § 732.50 that EPA has
proposed to retain unchanged from the
1985 exemption. EPA will consider all
comments and data received during the
comment period and may amend any
provision of § 723.50 where appropriate,
based on these commants.

VL Regulatory Analysis
A. Summary of Risk Assessment

1. 10,000 kilogram/year cbemicaf
substances. To assess the risk associated
with raising the ceiling for chemical

. substances eligible for the low volume

exemption from 1,000 kilograms/year to
10,000 kilograms/year, the Agency
relied primarily upon the risk .
assessment developed to support the
1985 final low volume rule, along vtnhteh ‘

site-
limited intermediate rules, ~ -
. &, Exposure assessment. The Sure
assessment illustrates that, while low - -
production volume in itself limits -
potentiel for exposureand :<
environmental release, manufacture, -

can in Some circumstances result in -+
significant exposures at both the 2,000

. .which reflected actual uses
PMNs, were selected to

“0.0016
“ to negligible levels for dyed fabrics,. . =
A%&ngt@ﬂé’imﬁgﬁ&ﬁmy of .

7

and 10,000'kilogram annual production
levels, . ’

i. Occupational exposure. Based on
PMN data, the numbzxf‘aof workers 4
exposed during mani range
from an average of abou?f%?xrn?or
chemical substances manufactured in
quantities of 1,000 kilograms or less per
year to an average of about eight for
chemical substances manufactured in

" quantities of 10,000 kilograms or less

per year. Duration of exposure _
associated with manufacture averaged
about 5 hours per day at both
production levels, and the average
number of days of production per year

was 62, o :
Only a limited number of PMN3

" included estimates of warkplace

concentration. The average o
concentrations associated with ~ *°
manufacture were most often in the
ranges of 0 to'1 and 1 to 10 mg/m? for "
airborne solidsend in the 1 to 10 ppm  °
range for vepors. EPA’s evaluation of - -
QSHA data (USEPA, OTS “Site-Limited
Intermediate Exemption: Occupational
Exposure and Environmental Release -
Assessment.” March 19, 1882) indicated
a time weighted average (TWA) of 6

pm, with a maximum value of 72 ppm

or vapors. EPA believes that data
obtained from OSHA monitoring
activities provide more reliable
estimates of workplace concentrations,

EPA’s analysis of processing and use
of low volume chemicals indicated that
the wide variety of possibizlpmcasaing :
and use (ép;ir;}t;io%s cain? tmamﬁﬁiﬁ
range an er level of exposures
typically associated with manufacturing
operations. The average number of
workers exposed during processing and
use operations exceeded the average
numbers typically exposed during
manufacturing. The nuber ranged
from an average of 12 workers for &
chemiﬁ procesz;edl in quantities of -
1,000 kilograms or less per year to an
average of 141 workers ?:rtchemioals
processed or used in quantities of
10,000 kilograms or less per ysar.

ii. Consumer exposure, Consumer
exposures were assessed for five use
scenarios: photographic chemicals used
in home darkrooms; spray adhesives;
peaints; dyes; and fragrancesusedin
soaps and detergents. The use scenarios,
reported in

b
divergent and potentially significant : -
exposure situations. In these scunarios,
the individual lifetime average dailg.nm g
exposures wers estimated to range from

y/day for a fragrance in soap. -

in relatively large Dumbers of
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consumers exposed. The numhers of -

consumers potentially exposed st the -

- 10,000 kilogram production leval ranged
from 76,000,000 for a fragrance in
shampoo to 88,000 for a sprsy adhasive.

Because the concsatration of a new

- chemical substance in a final product
. remains constant, the production
volume is likely to affect only the
- number of consumers exposed, not the
exposure level to each individual.
. Therefors, the number of consumers
.exposed at the 10,000 kilogram
preduction limit is about 10 times the
number that would be exposed at the
1,000 hlogram limit. .

b. Environmental release.
Environmental release from )
manufacturing and the resultant
environmental concentrations were
estimated for low volume chemicals.
EPA relied on PMN data in estimating
the durationr and frequency of releases.
However, PMN projections of the
amount released were considered less
reliable than other sources of -
information. .- '

The exposure analysis indicated that
the average-quantity released to water is
0.08 percent of the production volums,
with an upper bound of 0.4 percent.
Amounts released to air average 0.03
percent of production volume, with a
0.2 percent upper bound. However,
some processing and industrial uses
result in more substantial release rates,
with a range from 6.3 to 25 percent of
the production volume relessed to
water. Discliarges of a new low volume
chemical from a single site processing .
10,000 kilograms of the chemical wers
estimated to produce environmental
concentrations ranging from less than
0.0005 to 5.2 ppra in a receiving streem
whose stream dilution factor was equal
the national median for streams
receiving effluent from industrial
facilities.

In some cases, such as’ datergem
additives, envircnmental release from
consumer uses equaled the'tatal -
producticn volume; however, the actual.
magnitude of environmental exposure
was determined to be insignificant due.
to the low production voluine, the wids -
distribution of release, and the small
amount of new chemical typically .

-contained in each consumer product
.- ¢ Risk under exemption condzttons
There are several elements.of the .

/

proposed exemption amendinent thatm 5

- would significantly reduce risks to -
human health and the. enmonment
- ..-. Chemical substances with .
- cammogemc teratogemc. neurotoxxc,
..and other ¢ ;
- ‘present tha greatest risks.éven at ;.-
-~ relauyely low axposu:es.c'rha pro

. pm f‘. inhalation ex
-_ = pmvzsmns whlch permnihé Agency to..r EPA has proposed 10 axclude &-om

deny exemptions for substances which

. may present unreasonable risks for
those effects should significantly reduce
the likelihood that chemicals that
present such risks would be
manufactured under the amended
sxemption. If the exemptions for such
chemicals are denied, or if their
submitters are required to resubmit their
exemption notices to provide for more
stringent release and expasure centrols,

- the range of potential risks would be

~ substantially below the high end of
EPA’s estimates,
~ In addition, under the roposed .
- emendments, EPA wou]dp continue o
review all exemption notices during the

30-day review period. This review will

help ensure that manufacturers choose
appropriate safeguards to control risks,
s well as provide a screen to identify
chemicals that do not qualify for the
exemption.
2. Low release and exposure chemical
substances. The risk associated with a
- givan substance is a function of both the
inherent toxicity of the substance and -
the exposure of the relevant organism to
the substance. Therefore, to the extent
. that releases and exposures are
mainteined below certain critical levels,
potential risks presented by the
' substance are minimal. In order 1o
assess the potential risk asseciated with,
the propesed LoREX exemption, the
- Agency evaluated the proposed
exposure and release criteria in the .
context of its experience conducting risk
"assessments on over 13,000 new
chercical substances in the PMN.
program over the last 12 ysars. Based on
this experience, EPA tailcred its LoREX
exemption criteria in a8 manner to
exclude from eligibility the lerge
majority of chemical substances wiich
may present significant humen or
envirenmental risks under conditions of
manufacturing, processing, and use. For
those substances which meet the
eligibility criteria but mey nevenhelass
present significant risks due to
upusually high predicted toxicity Ievels,
the Agency wili either deny the. .
exemptions or condition spproval upen
- satisfaction of stricter axposure and

- . " release requirements.

&. Human exposure. Due to the wids

. range of potential consumer and general.
-2 population exposures which are .. .

. possible from the universe of new ..
- chemical products, the Agency "
_' concluded that-it could not davalop any

Ry meanmgﬁxlconsumerorgeneraly e

is 1 pg/m3.This level was derived’ from
. air exposure modeling estimates of

. from: mmnerator,stacks;ysing,wots&casa; -

LoREX exemption eligibility ell new
chamical substances which entsil any
direct consumer or general populstion
exposurs (except for negligible drinking
water end ambient air e

giscussed in Unit A.2.b. of this
preamble) New chemical substances
intended for use in paints, soaps, dyes,
and other consumer products, therefore,
would have to be reviewed by the .
Agency in a full PMN notice or under
one of the other apphceble PMN .
exemptions.

Under the proposed LoREX criteria
applicable to workers, only those -
chemical substances with no dermal . .
lJ)l(}j;osm'es and no unprotected

alation exposures to workers will be -
eligible to apply for the exemption. - -
Therefore, to the extent that polluhon

. prevention practices, the .
‘methods of control; engineering -

controls, protective equipment, woxk
practices, etc., will maintain inhalation
and dermal exposure below critical -
levels, potential risks presented by the
exempted chemical substances will be -
minimal.,

b. Environmental release. In tarms of
environmental releases, LoOREX -
eligibility criteria for releases to three
environmental media are proposed. For
ambient surface water, the Agency is
proposing that submitters either (i) -

. prevent all direct and indirect relesses

of the exernpted substance to surface
waters; or (ii) deinonstrate that any
roleeses to water that may occur will
result in surface water concenfrations of
the substance that are no greater than 1
part per billion (ppb) using the surface
water concentration calculetion method
described in 40 CFR 721.90. Based on
Agency worst case assumptions for
drinking weter exposure estimates,
surface water concentrations of 1 ppb
will result in human drinking water
exposures at or below the 1 mg/year
LoREX drinking water criterion in
nearly every cass; therefore, complisnce
with the drinking water exposure

~criterion will be presuraed from

compliance with the.1 ppbsurface-. - -
water level, The Agency will reserve the -

- right, however, to require lower surface,

water concentrations on a case-by-case
basis when concerns for carainogenidt '
neurotoxicity, or other effects are m

..+ or under conditions where actual -- ‘
. drinking water exposuresmhke\y to -
;.significant]

exceed the 1 dosage.,

he LOREX eligibility criterion for.. .. .
maximum annualaverage ambient air -~ ..
release concentratior from incineration - -

maximum ground level concentrstions:
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whether a particular substance meets
the criteria, submitters would calculate
exposure levels using the method
described in Table 1. As with drinking
water exposures, the Agency may
regdmre lower air release levels in
individual casss if concerns for chrounic
health effects are raised for the
exempted substance.

For land/groundwater disposal, EPA
is'proposing that a LoREX substance not
be disposed of by landfill or other land
disposal methods unless the submitter.

* demonstrates that the substance will not
migrate to groundwater. To make such
a demonstration, a submitter would be
reqired to provide data on the
biodegradation and leaching potential of
the exempted substancs, or other data
that clearly establish that releases to
groundwater will not occur. EPA
suggests the following ccre sst of tests
to establish groundwater migration
potential: (1) An'inherent
biodegradability in soil test (40 CFR
796.,3400); (2) ar anasrobic ’
biodegradability of organic chemicals
test (40 CFR 796.3140); and (3) -
depending on the substance’s chemical
properties, either a sediment and soil
adsorption isotherm test (40 CFR _
796.2750) or a scil adsorption isotherm
1ast (40 CFR 796.2700). EPA strongly
suggests that submitters contact the EPA
Prenotice Coordinator (telephone: (202)
260-1745) for guidance prior to
commencement of the above testing,
".‘Upon approval of a LoREX
exemption, the submitter would he
bound to the continuous use of the
exposure and release controls described
in the approvad exemption notice, as
well as the listed uses and
manufacturing sites. The Agency would
deny an exemption notice . '
notwithstarding satisfaction of the
exposure-based examption criteria if it
believes it cannot support the
affirmative finding required under
section 5(h)(4) of TSCA that the .
manufacture, processing, distribution,
use, end disposal of the chemical
substance, under the conditions
described in the notice, will not present -
an unreasonable risk to human health or
the environment.
VIL Economic Impact

The regulatory impact analysis
estimates the costs and benefits -
attributable to the proposed regulation.
In this case,the analysis also contains
estimates for the three additional  ~
proposed amendments to Section'5-~ - -

regulations, namely the Polymer. .~ .

Amendment, the Proced SR
Amendment, and the Non-5(e) 7. , - -
Sigriificant New. Usé Rule Amendment.

. T‘héAgency's‘dbi;plet‘é economic,ﬁ -
« analysis is'available in the public record
for this rule (OPTS-50596).- = - .2

Becauss these proposed regulations are -

amendments to current regulations, the
costs and benefits are incremental,
estimating the effect of the proposal
with respect to the current regulation.
The costs and benefits associated with
this proposed amendment are partially
quantified; many of the benefits are
unquantified but are expected to be of
significant importance. Considering
only the quantified costs and benefits,
there is a cost savings in most instances.
Assuming either 1,000, 2,000, or 3,000

annual Section 5 submissions, the
savings as compared to the current
regulation are estimated to be:

Annual Annual Cost $ Milkion|
£k p—

Oms-

1,000 ....... (0.2-04 1315
2,000 ... (0.45-07 2531
3,000 ....... {0510 3848

This proposed amendment affects the
low volume exemption and establishes
a low release/low exposure exemption
(LoREX). Industry costs associated with
the proposed amendment to the low
volume exsmption are reporting costs,
delay costs, and a user fee. Per
submission reporting costs ara increased
due to the more comprehensive
submission requirements, Delay costs
for those substances which qualify for
the current exemption are slightly
higher, while delay costs are
significantly reduced for those
substances which currently must submit .
a full PMN submission but would
qualify for the proposed exemption.
Delay costs are the costs associated with
the delayed introduction of the
substance into the market due to Section
5 regulaticns. In addition, a user fee has
been added to the amendment.

Industry costs associated with the
proposed LoREX exemption are also
reporting costs, delay costs, and a user
fee. Because this would be a new
exemption, all of the submitters would
have originally been required to submit
a full PMN submission and would -
aiready be required to pay a user fee. .
Also, the reporting requirements are

_ only slightly more than current
requirements. - - : :

Unquantified benefits associgted with -
this proposed amendment include =
increased voluntary use of pollution ©
prevention practices by submitters and - .

" a greater emphasis on the use of low risk

chetmcals e :

_ environmental effects, distribution, and
.. fate of the chemical substance in tha . |

© thereby requiring EPA
" available datn.mfhits professxonel i

< safoguards bultInto the rule, including

Vi1l Finding of No Unreasonable Risk

1. Statutory background. Under
section 5(h)(4) of TSCA, EPA is
authorized to exempt the manufacturer
of any new chemical substance from all
or part of the requirements of section 5
if EPA determines that the manufacturs,
processing, distribution in commercs,
use, and dgxsposal of the substance will
not present an unreasonable risk of
injury to human health or the
environment. Section 26{c) of TSCA .
provides that any action suthorized
under TSCA for an individusl chemical
substance may be taken for a category of
such substances. Under this pcr:rosal,
EPA will be exsmpting chemical = .
substances with production volumes .
less than or equal to 10,000 kilegrems/
year and chemical substances with low
human exposure and low release to the
environment. For each of thess. - ,
categories, as discussed below, EPA has -
made a finding that, as a general matter,
chemical substances eligible for the
exemptions will not present an
unreasonable risk of injury when
manufactured, processed, used, - -
distributed in commerce, or di
under the terms of the propo
exemptions. :

The term “unreasonable risk” is not
defined in TSCA. The legislative
history, however, indicates that

od of

. unreasonable risk itvolves the .

balancing of the probability that harm
will occur and the megnitude and
severity of that harm against the effect
of the proposed regulatory action on the
availability to society of the benefits of
the chemical substance. : '

2. Risks. In making the “no -
unreasoneble risk” finding under TSCA
section 5(h}{4), EPA first considered the
risk posed by granting each of the
exemptions. Risk is the combination of
the hazard presented by a chemical
substance and the exposure of humans
or the environment to the substances.
EPA’s determination of the
reasonableness of risk involves a
consideration of factors such as 1

environment, disposal methods, waste
water treatment; use of protective””
equipment and engineering controls, .| -
use patterns, and market potential of the .
chemical substance. Thesa varisbles are -
difficult to quantify and standardizs, -. .
g EPA to supplement .

judgment. . , ffi:f_ et L R B
. EPA’s prelir  determination of *.
no unreasonable risk is based on .7
consideration of (i) the limitations on
risk that would result from the 25
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Agency review; (ii) the limitations on
risk resulting from the restriction of

- exemptions to chemical substances
manufactured at volumes of 10,000 kg/
yr ar less and to low exposure/low
release. chemical substances; (iii) the
_benefits to industry and the public
‘provided by chemical substances

- manufactured under the exemption; and -
. {iv) the benefits to the pubilic and the

- Agency from the Agency’s enhanced
abxhty to utilize its limited resources on -
reviewing chemical substances and uses
of high risk and concern. EPA
recognizes that, even with the

" safeguards imposed by this rule, the - -
propased approach would not ensure

. that there would be no risk from

. chemicals manufactured ‘under the
. exemption. The statute dees not define
. no unreasonable rick to be zero risk.
Rather, it defines no unreasonable rick”
.as a balancing of risk and benefit.
Because of the safeguards in the - _

proposed rule, the requirement that the -

provisions of the epproved exemption
are binding on the submitter, and the
restricted nature of the exemption
categories, EPA believes that risks are
-not likely to be any greater then if the
full PMN process were completed.
Furthermore, the new chemical
substances provide benefits to industry

and to the public. These benefils are an -

important element in the finding of no
unreesonsbis risk.

The proposed conditions of these
exemptions are designed to mitigate
1isk, largely by the use of: (i) the reviews
conducted by the Agency to assess
. whether the new chemical substances
may cause chronic or acute human
health or environmentsl effects; and (ii)
the binding nature of the provisions of
exemption notices, including the
controls placed on expasure through
"worker protection requiremexts. For the
LVE, EPA dotermined thst risks would
generally be low because low
production volume chemicals typically
are not expected to result in hxgh
exposure to humans or the environment.
" Similarly; the eligibility criteria for the -
LoREX exemption directly limit
. permissible releases of and exposures to
. the exempted substance. In addition to
- the general finding of low release/

. exposure, and therefore low risk for

- these categories, the restrictions and

” safeguards built into the proposed.
*-exemptions will'ensure that the risks -
- ‘presented by the exempt substances are
- low. Forexample, worl t protection

' requirements. and release restrictions -
-imposed throu [ the terms of the -
_mxmmxze exposure.
di 'eréfore';ﬁfsk
8. EPA review. Within'thg 30—da

can identify chemical substances posmg
potential risks requiring more detailed
end comprehanaive review. EPA’s
abbreviated review plays an important

- role in the exemptions and in the
finding of no unreasonable risk. EPA is
- proposing to lengthen the review period-
* from 21 to 30 days to ensure that staff

resources will be sufficient to review the
increased number of exemption notices

- expected under the amended rule and -

the increased amount of inforeation
required of each notice, Information-
submitted will include production
volume, hazard information,

-descriptions of the manufacturing,

processing, and uses, releases to the
environment, and certain physical/

chemical data which EPA will assess in -
- making a determination of risk. During"

this period, the Agency will have
sufficiont time to identify any problems
that wera likely to have been identified
in a full PMN reviaw. If EPA determines
that a new chemical substance is not -

- eligible for an exemption, manufacture

could not begin. The manufacturer
would then be required to comply with
TSCA section 5(a}{1) before the
substance could be manufactured for
commercial purposes by submittinga
full PMN to the Agency.

b. New informetion and EPA
revocation. In additioa to these
safeguards, the proposed rule contains
severai other provisions that will further
limit the possibility that exempted -
substances will present significant risks.
Most important, the proposed rule
establishes procedures for revocation of
the exemption if EPA later determines
that the substance may present an
unreasonable risk. In addition, EPA
would have the autherity to require
documents relevant to an exemption
from the manufacturer (in addition to
the information prcvided in the
exemption notice), and the
manufacturer would be required to
submit promptly to EPA any new data -
indicating that a substance is ineligible.

- These provisions will ensure that

eligibility for and continuation of the
exemption will be determined on the
basis of the best available mformauon, )

. regardless of when the mformauon
- becomes available.

3. Benefits. EPA believes that these

-, proposed exemptions will allow many
" manufacturers to introduce new. -

chemical substances in commerce much

- more rapidly than via the PMN process..
- The timeand resource savings will also
- benefit EPA which will, by utilizingits" .
- limited assets more efﬁmenﬂy,be able. - -
-~ to apply more staff time to revxewing
2, o higher risk chemical aubstances and
review period; EPA is conﬁdeni that it >~ uses.

' IX. Rulelnahng hcord

TSCA Document Control Officer (TS-
790), Office of Prevent{on. Pesticides,

_ 4. Pollution prevention
considerations. The proposad LoREX
exsmption is expected to further the
Agency's pollution preventicn efforts by
encouraging development of
manufacturing processes and
technologies which reduce chemical
releeses and exposures at their sotrca,
Such reductions not only limit potential
risks to people and the environment, but
also many times produce significant .
long-term cost savings te industry =
through the recapture and reuse of-
substances which would otherwise have
been released into warkplaces or the -
environment.

‘5. Risk/benefit balance. As dxscussed
above, EPA has determined that the risk.
presented by exempting these chemical

- substances is low. At the same time,’
-there are significant benefits to be

achieved by the exemptions, whmh
encourage innovation and permit
manufacturers to'introduce new
chemicals into commerce more rapidly.
Thus, EPA has determined that, as a .
general matter, the risks associated with
low volume substancas and low release/
low exposure substances are
outweighed by the benefits to society of
exempting these substances from full
PMN review.

6. Exclusion. Despite the low risk
generally associated with low volums |
and low release/low exposure
substances, EPA recognizes that for
some substances that may meet the
general requirement for these
exemptions, it may not be possible to
make a finding of no unreasonable risk.
For example, a highly toxic chemical
may present an unreasonable risk even
if exposure to the chemical is low
Likewise, a low production volume
chemical may present an unreasonable
risk if it is hazardous and is
manufactured or processed in a manner
that would result in high human
exposure or high release tothe -
environment. Thus, although EPA is
making & general “no unreasonable
risk” finding for categories of chemical -
substances, EPA will continueto .~

", evaluate exemption notices on a case-

by-case basis to determine if individual -
substances should be excluded from the ~
general exemption categories based on "

- the potential risks presented by those

substances. For a further discussion of

. how EPA will detérmine whento ~ . .
* exclude an individual substance from .

the general exempnon 566 Umt oL of
this proposaL o

Interested persons may : subxmfwntten
comments regarding this proposal to the” . -
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and Toxics, 401 M St., SW.,
Washington, DC 20460, Commenters
representing corporations or trade
associations must submit thrée copies of
all comments; individuals may submit
single copies of comments. The :
comments must be identified with the
document contro} number “{OPTS~
50586)", - »

EPA has established a record for this
rulemaking (docket control number
0PTS—50596) The record includes
basic information considered by the
Agency in developing this proposed
rule. A public version of the record
without any confidential information i is
available in the TSCA Public Docket
Dffice from 8 a.m. to 12 noon andlpm.
to 4 p.m., Monday through Friday, -
axcept legal holidays. The TSCA Public
Docket Office is located in Rm. NE~
5004; 401 M St.; SW., Washington, DC.

X, Other Regulatory. Requirements
A. Executive Order 12991 -

‘Under Executive Order 12291, EPA ...
nust judge whether a rule is “major” .
ind thérefore requires a Regulatory. ..
mpact Analysis. EPA has determmed _
hat this rule would not be a “major”
qule because it would not have an effect .
m the economy of $100 million or
nore, and it would not havea. .
.igmﬁcent effect on competmon. costs,
r prices, - -

This proposed regulahon was
ubxmtted to the Office of management
nd Budget (OMB) for review as.
equired by Executive Order 12291.

3. Regulatory Flexibility Act _

Under the Regulatory Flexxbxhty Act
5 U.S.C. 605(b)}), EPA has determined
hat this rule would not have a.
ignificant impact on a substantial
rumber of small businesses. EPA has
1ot determined whether parties aifected
y this rule would likely be small .
usinesses, However, EPA believes that
he number of small businesses affected
y this rule would nct be substantial,"

mall firms, since the Tule would. - -
snerally reduce the burden and cost of |
il PMN reqmrements for sach - -
usinesses. - - .: '

! Paperwork Reducbon Act

The. i.nformatxon collection, SR
squirements in this rule havebaen

sproved by OMB under the prowsions
Ethe Paperwork Reduction. Act, 44

.S.C.3502 et seq. and have been:
.s:gned OMB control number 207

- Agency, 401 M St., SWs, Washington,

' Administrator.’

" (Approved by the Offics of Management and )
~ Budget under control number 2070-. . - -
s - normal activities.

‘with an average of 106 hours per
response, including time for reviewing--
instructions, searching existing data -
sources, gathering and mainta.ming the
data needed, and completing and
reviewing the collection of information.

' . Send comments regarding the burden

estimate or any other aspect of this
collection of information, including

suggestions for reducing this burden, to -

Chief, Information Policy Branch, PM~
223, U.S, Environmental Protection -

DC 20460; and to the Office of
Information end Regulatory Affairs,
Office of Management and Budget,
Washington, DC 20503, marked - -
*Attention: Desk Officer for EPA.”

”.LlstofSubpctsinm(:FRPam 700 and

723

' Chemicals, Enwmnmenta.l protecnon
Premanufacture notification, Hazardous
materials, Reporting and recordkeepmg

' requirements.

Dated. ]anuary 19, 1593
William K. Reil!y

Therefore, 40 CFR chapter L is
‘proposed to be amended as follows:

~ PART 700 — [AMENDED] .

1, Tn part 700: '

a. The authority citation for part 700
continues to read as foilows: ‘

Authority: 15 U.S.C, 2625.

a.In §700.43 by rev1sing the
definition of “Exemption notice” to read
as follows: .

§ 700.43 Definitions,

» ® ® *

nxempbon notice means any notice

_ submitted to EPA under § § 723.50 or

723.175 of thxs chapter

- B . ® 3 ~

b. In § 700.45 by revising paragraph
{c) and the parenthetical text at the end

~ 0f §700.45 to read as follows:
ven if all of the notice submitters were._ . »

5700.45. Feepaymenu.

» L] * !

{c) Persons are exempt from remittin
any fee for submissions under § 720 38

- . of this chapter. . "

R = . * - ® =&

. PAai'm iAMENDED}

- effects that have short latency

b. By revising § 723.50 to read as
follows

§723.50 Chemical subshneu
manutactured in quantities of 10,000
ldlogmmorlusperyw,endeorbh
chemical substances with low
environmental releases and human
exposures.

{a) Purpose and scope. (1) This -
section grants an exemption from the
premanufacture notice requirements of
section 5(a)(1)(A) of the Toxic ..
Substances Control Act (15 U.S.C.".

" 2604(a)(1)(A)) for the manufacture of (i)

certain chemical substances

_ manufactured in quantities of 10,000

kilograms or less per year, and (ii)

" certain chemical substances with low

envuonmental releases and human
exposures,

(2) To manufacture a new chemxcal
substance under tha terms of this
exemption a manufacturer must:,

{i) Submit a notice of intent tc .
manufacture 30 days before ..

v " manufaciuve begins, as reqmredunder s
_paragraph (e) of this section. - -

(iij Comply with all other pm\;ielons

. of this section. -

(b} Definitions. The followmg
definitions apply to this subpart.

Act means the Toxic Substances
Control Act (15 U.S.C. 2601 et seq)..

Category of chemical substances has
the same meaning as in section 26(c)(2)
of ths Act (15 U.S.C. 2625(c)(2)).-

. Environment has the same meaning as -
in section 3 of the Act (15 U.S.C. 2602).

Environmental transformation _
product means eny chemical substance

- résulting from the action of

environmental processes on a parent -
compound that changes the melecular
identity of the parent compound, -

Metcbolite means a chemical entity -
produced by one or more enzymatic or
nonenzymatic reactions as a result of
exposure of an organism to a chemical
substancs,

Serious acute effects means human
disease processes or other adverssebds
for development, result from short-term
exposurs, or are a combination of these

g - factors and that are likely to result in

death, severe or prolonged -
incapacitation, disfigurement, or severe
or prolonged loss of the ability touse a-
normal bodily or intellectual function
with a consequent lmpamnent of ~o

; * Serious chronic ejfects means hmmn
tga -or other adverse. - -
t have 1

development, result from long-térm

ong latency periods foi- A

exposure; are long-term illnesses; or. are -
a combination of these factors and that

,.‘\/’.

@

mhke!)’mmmlﬂn daath. $8VEr® OF. = .
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prolonged incapacitation,
disfigurement, or severe or prolonged
loss of the ability to use a norme! bodily
or intellectual function with' a
consequent impairment of normal
activities.

Significant environmental effects
means:

(1) Any irreversible damage to
biclogical, ecommercial, er agricultural
resources of importance to society;

(2) Any reversible damage to
biologicel, commercial, or agricultural
resources of importance to society if the
damage persists beyond a single
generation of the damaged resource or
beyond a single year; or

(3) Any knownm or reasonably
anticipated loss of members of an
endangsred or threatened species.
Endangersd or threatened spacies are
those species identified as.such by the
Secretary of the Interior in accordance
with the Endangered Species Act, as
amendsd (16 U.S.C. 1531).

The terms byproduct, EPA, importer;
impurity, knewn to or reasonably
ascertainable, manufacture, new
chemical substance, person, and test
data have the same meanings as in
§720.3 of this chapter.

(c) Exemption categories. This
exem&tion applies to (1) manufacturers
of each new chemical substance
manufactured in quantities of 10,000
kilograms or less per year under the
terms of this exemption, and (2} any
manufacturer of a new chemical
substance satisfying all of the Jow
environmental releases and human
exposure eligibility criterion in the
following Table 1:

TABLE 1.—PROPOSED LOW RELEASE/
ExpPOSURE (LOREX) ELGIBILITY CRITERIAT

Type of Exposure.of | Eligibility Criteria for Exemp-
Release tion
Human Exposure
General Popuiation
ExDOBLUF.
Demal: ......cocovenvnes None
Inhalation: ............. None?
Drinking Water: ..... <1 mglyr®
Consumet Exposure..
Dermal: ...........c...... None
Inhaiation: .............. None
Workef Exposure.
Cemal: .......ccceeueeeee None
Inhaiation: .."......... None, unless adequata pso-
tection provided
Envisonmental Re-
eage
Amblent Surface | No releases resuiting In sur-
Watei Releases. face water conceniraticns
above 1 ppb?

TABLE 1.—PROPOSED LOW RELEASE/EX-
POSURE (LOREX) EuGIBILITY CHRE-
TERIA'—Continued

Eligibility Criteria_ for Exemp-
ton

T of Exposure or
ypeRek»ao

Ambient Air Releases | No  Incineration releases

above 1 ug/m® maximum an-

nual average conceniration &
Land/Groundwater No releases (0 landfilt uniess
Releases. submitter demonstrates. that
the exampted substance has
negiigibla ground-watar mi-
graion potential
* This table lists the minimum criteria required to apply for
mw&m~%‘nd:mmwdmmbw:‘
concent| m'd
Subetances with porertet for carchogenkc, oo, ‘o
other etfects.
2 No inhalation

e iKted except as provided
3 Enimutod_:vonoow&ouoo,munhgfmﬂ drinking water

permitted under amblent surtace weter criterie (1 ).

‘Cono«nmion\obomleuhudmhgmomf)dnm

h:oucsf\ggm;quh (kg/day release ater treatment)
ula: i her

X (relcase days'year) X 9.68 X 10";9(#.

Manufacturers of chemical substances
that qualify for an exemption under
both paragraph (c)(1) and {(c})(2) of this
section may apply for either exemption,
but not botﬁ.

(d) Chemical substances that cannot
be manufactured under this exemption.
A new chemical substance cannot be
manufactured under this section,
notwithstanding satisfaction of the
criterion of paragraphs (c)(1) or (c}(2) of
this section, if EPA determines, in
accordance with paragraph (g} of this
section, that the substance, any
reasonably anticipated metabolites,
environmental transformation products,
or byproducts of the substance, or any
reasonably anticipated impurities in the
substance may cause, under anticipated
conditions of manufacture, processing,
distribution in commerce, use, or
disposal of the new chemical
substance—

(1) Serious acute {lethal or sublethal)
effects.

{2) Serious chronic {including
carcinogeric and teratogenic) effects.

(3) Significant environmental sffects.

(e) Exemption notice. (1) The
marufacturer must submit an
exemption notice to the EPA at least 30
deys before manufacture of the new
chemical substance begins. The notice
must be sent in writing to: TSCA
Document Control Officer {T3-790), Rm.
1.-100, Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. The date of submission will
be the date on which the notice is
received by the TSCA Décument
Control Officer. EPA will acknowledge
ihie recaipt of the notice by lettsr. The
letter will identify the date on which the
review period begins. The notice shall
be submitted using EPA Form Ne. 7710—

25 ("‘the PMN form"’), which may be
obtained from EPA by calling or writing
the Environmental Assistance Division,
TS~799, Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 401 M St,, SW., Washington,
DC. 20460. The notice shall contain all
of the information on chemical identity,
impurities, trade names, production
volume, uses, manufacturing sites,
environmental release, and worker
exposure required under § § 720.45 and
720.50 of this chapter. The following
additional information shall also be
included:

{i) Type-and category of notice. The
manufacturer must clearly indicaie on
the first page of the PMN form that the
submission is a TSCA section 5(h}{4}
exemption notice, and must indicate
whether the notice is being submitted
under paragraph (c)(1) or (c)(2) of this
section.

(ii) Production volume. (A)
Manufacturers submitting an exemption
under paragraph (c)(1) of this section
will be assumed, for purposes of
conducting the EPA’s risk assessment,
to be manufacturing at an ennual
production volume of 10,000 kilograms.
Manufacturers whe intend to
manufacture an exempted substance at
annual velumes of less than 16,000
kilograms and wish EPA to conduct its
risk assessment based upon such lesser
annual production level rather than e
10,000-kilograms level, may so
designate; however, manufacturers who
opt to designate annual production
levels below 10,000 kilograms shall not
manufacture more than the designated
amount of the exempted substance
unless a new exemption notice for a
higher (up to 10,000 kgs) manufacturing
volume is submitted to, and approved
by, EPA.

(B) Manufacturers submitting an
exemption under paragraph {c)(2) of this
section shall list the-estimated
meximum amount to be manufactured
during the first year of production and
the estimated maximum amount to be
manufactured during any 12-month
period during the first 3 years of
production.

(iii) Exposure and release
information. The manufacturer must
include a description of each type of
manufacturing, processing, and use
operation involving the new chemical
substance, including identification of
the manufacturing site and the
estimated number of processing or use
sites, situations in which worksr
exposurs to ard/or environmental
release of the new chemical substance
may occur, the mumber of workers
exposed and the magnitude, duration,
and frequency of exposure and
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environmental release, and the controls, -

work practices, or-equipment which
limit worker exposure and
environmental release. Wherse a
manufacturer provides worker exposure
or-environmental release control
descriptions to support the exemption
notice, the manufacturer must maintain
those controls throughout the period of

- the exemption. Where the physical form
of the new chemical substance
contributes to the control of human
exposures, (e.g., a non-volatile liquid
form rather than a powder form), the
manufacturer must continue :

- manufacturing, processing, and/or using
the new chemical substance in the
physical form described. Where another
manufacturer holds an exemption for
the new chemical substance under this
section, the manufacturer submxtnng a
notice for the additional exemption
under this section must also - .
demonstrate that the additional human
exposure to, and/or environmental
release of, the new chemical substance
resulting from its manufactured -
volumes will not present an
unreasonable risk of injury to human
health or the environment.

(iv) Certification. In addition to the
certifications required in the PMN form,

“the followmg certifications shall be

" included in submissions under this
tIisocnon The manufacturer must certify

at:

(A) The manufacturer intends to
manufacture or import the new
chemical substance for commercial
purposes, other than in small quantities
solely for research and development,
under the terms of this section.

~ {B) The manufacturer is familiar with

the terms of this section and will

_comply with those terms, including the
requirements to employ the controls,
work practices, or equipment to control
exposure to and release of the exempted
substance which is described in the
exemption notice.

{C) The new chemical substance for
whbich the notice is submitted mests all
applicable exemption conditions. -

{D) For substances manufactured
under paragraph (c)(1) of this secuon.

. the menufacturer:

{1) Intends to commence manufacture
of the exempted substance for. -
commercial purposes within 1 year of
the date of the expiration of the 30—day .

review period, and will withdraw the - -
exemption in the event that such .- - 7"z

‘manufacture isnot commenced withm
thattime.. - - - e
{2 will oomply with any apphcable
production.volume limitations in: -

.- that require further review- whi

(2) Sanitized copy of notice. (i) The
manufacturer must make all claims of
confidentiality in accordance with
paragraph (k) of this section. If any
information is claimed confidentisl, the
manufacturer must submit a second
copy of the notice, with all information
claimed as confidential deleted, in
accordance with paragraph (k)(a) of thxs :
section. .

(ii) If the mnnufacturer does not
provide the second copy, the -
submission will be conmdered
incomplete,

(3) Incomplete notices. If EPA receives
a submission which does not include all
of the information required under
paragraph (e) of this section, the
submission will be determined tobe -
incomplete by EPA. To reinitiate an
exemption notice which has been
declared incomplete, a manufacturer
must submit a completely new
exemption notice form containing all
the required information; partial

‘submissions sent to EPA to supplement

notices declared incomplete will not be

- accepted. Photocopied pages from

previously submitted exemption forms
will be accepted provided that the
certifications page contains an original
dated signature.

(f) Review period. EPA will review the
notice submitted under paragraph (e) of
this section to determine whether the
new chemical substance is eligible for
tha exerption. The review period will
end 30 days after receipt of the notice
by the TSCA Document Control Officer.
Upon expiration of the 30—day review
period, if EPA has taken no action, the
manufacturer may counsider its
exemption approved and begin to
manu‘acture @ new chemical
substance under the terms described in
its notice and in this section.

(g} Notice of ineligibility—{1) During
the review perind. If the EPA determines
during the review pericd that the new
chemical substance does not meet the
terms of this section, that the new
chemical substance meets one or more
of the exclusions set forth in paragraph
(d) of this section, or that there are .
issues con_cerning toxicity or exposure

cannot be accomplished within the 30—

- day review period, EPA will notify the -

- manufacturer by telephone that the
substance is not eligible. This telephone s

" notification will sub :

> confirmed by certified letter that -~

 identifies the reason(s) for the.

-~ ineligibility detérmination. 'I'h

uently be

manufacturer may not begin:/
manufactire of the new chemical
substance without’ complying with’
section S(a)(l) of fhe Act,

: chamical substance may not qualify for

(2) After the review period. (i) If at any
time after the review period specified in
paragraph (f) of this section, EPA
obtains information through a TSCA
section 8(e) report or through any other
source indicating that the new chemical
substance does not meet the terms of
this section, or that any of the -
exclusions set forth in paragraph (d) of
this section may be applicable, EPA -
shall notify the manufacturer of that
substance, by certified mail, that its -
exemption under this section will be
revoked. -

(ii) The manufacturer may continue to
manufacture, process, distribute in
commerce, and use the substance after
recei the notice under paragraph

-~ {g)(2)(i) of this section if the .
-manufacturer was manufacturing,

processing, distributing in commercs, or
using the substance at the time the -
notification was recaived if the

manufacturer submiis written objections

to EPA within 15 days of recsipt of the:
notification. Such written objections
must state the reasons why the
manufacturer believes that the

. substance will not present an

unreasonable risk of injury to health or
the environment. Manufacturers not
manufacturing, processing, distributing
in commercs, or using the substance at
the time of the notification may not
begin manufacture until EPA makes its .
final determination under paragraph
(g)(2)(iii) of this séction.

(iii) EPA will consider any objections

- submitted under paragraph (g)(2)(ii) of

this section and will make afinal -
determinatien on whether to revoke the
exemption. EPA will notify the
manufacturer of the final determination
by certified mail within 15 days of
receipt of the cbjections submitted
under graph {g)(2)(ii) of this section.
(iv) RI ithin 24 hours of receipt of a -
final determination from EPA that an
exemption is revoked, the manufacturer
of the substance for which the
exemption was revoked shall csase all
manufacturing; processing, distribution
in commerce; and use of that substance.
The manufacturer may notresume

.manufacture, processing, distribution in
" _commercs, or use until it submits a

premanufacture notice under section
5(a)(1) of the Act and part 720 of this

- chapter and the notme review period
- has ended. - -

(v) Action nnder tlus paregreph does

*"-not preclude action under sections 7, 7
15,16, and 17 of the Act. B
‘(h) Add:txonal information. If the T

* manufacturer of a new chemical ** -
- substance ander the terms

of this -
exemption obtains test data or other
information’ indicating that the new:

—
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the exemption, the manufacturer must
submit these data or information to EPA
within 15 working days of receipt of the
information. i, during the notics review
period, the submitter obtains
possession, control, or knowledge of
new information that matena]ly adds to,
changes, or otherwise makes
significantly more complete the

information included in the notice, the -

submitter must send that information to
the address listed on the notice form
within 10 days of receiving the new
information, but no later than 5 days
before the end of the notice review
period. The new submission must
clearly identify the submitter and the
exempiion notice to which the new
information is related. If the new
information becomes available during
the last 5 days of the netice review™
period, the submitter must immedistely
i~form its EPA contact for that notice by
teiephonae.

(i} Changes in manufacturing site,
use, human exposure and
environmenta! release controls, and
certain manufacturing volumes. (1)
Chemical substances manufactured
under this section mustbe
manufactured at the site or sites
dascribed, under the human exposure
and environmental release controls
described, and for the uses described in
the approved exemption, Chemical
substances manufactured under
paragraph (c}(1) of this section and i in
specific annual production vol:imes
designated pursuant to paragraph
(e}(1)(ii} of this section must net exceed
the 10,000 kil per year volume,

~ar the designated volume, whichever is
spplicable.

12) Any person who manufactures a
rew chemical substance under
paragraph (c)(1) or (c)(2) of this section
ust comply with the provisions of this
section, including submission of a new
notce under paragraph (e) of this
section, before:

(i) Manufacturing the new chemical

- substance at a site that was not
approved in a prevnous sxemntion -
notice.

(ii) Manutactunng the new chemxcal .

substance for a use that was not
approved in a previous exemptxon
notice, v :
(iii) Manufactunng the new chemical
- substance without employing the
. human exposure and environmental -

release controls appmved ina prevmus ‘
+,: =+~ Customer may resume. - - -

; exemphon notice.

protection or environmental release -
controls, or use, the manufacturer is not
required to provide the same -
information submitted to EPA in a
previous exemption notice on that

the time of submission to EPA by -
bracketing, circling, or underlining it
and stamping it with “CONFIDENTIAL”
cor some other appropriate designation.
Any information so identified will be

chemical substance. The new exemption treated in accordance with the

notice, however, must indicate the-
identity of the new chemical substance;
the manufacturer’s name; the name and
telephone number of a technical
contact; and location of the new site,
worker protection or environmental

procedures in 40 CFR part 2. Any
information not claimed confidential at
the time of submission may be made
available to the public without further
notice.

(2)(i) Any person who asserts a claim

release controls, or use information. The of confidentielity for chemical identity

notice must also include the EPA-
designated exsmption number of the
previous submission'and a new

- certification by the manufacturer, as

described in paragraph (e)(1)(iv) of this
section. :
(j) Customer notification. (1)
Manufacturers of new chemical
substances deseribad in p phs
(c)(1) and (c)(2) of this section must
notify processors and industrial users
that the substance can-be used only for
the uses specified in the exemption
notice. The manufacturer must also
inform processors and industrial users
of any controls specified in the
exsmption notice. The manufacturer
may notify processors and industrial -
users by means cf a container labeling

. system, written notification, or any

other method that adaquateiy informs
them of use restrictions or controls.

(2) A manufacturer of a new chemical
substance described in paragratgh (c)(2)
of this section may distnibute
chemical substance only to other
persons who agree in writing to not
further distribute the substance until it
has been reacted or otherwise rendered
into a physical form or state in which-
releases and uxposures above the
paragraph (c)(z‘ eligibility aviteria will
not occur, -

(3) if the manufacturer learns that a
direct or indirect customer is processing
or using the exempt substance in
violation of use restrictions or without
imposing prescribed worker protection -

-or environmental release controls, the -
- manufacturer must cease distribution of

the substance to the customer or the
customer’s supplier immediately. The
manufacturer must also report this

_* .action to EPA within 15 daysunder o
. paragraph (h) of this section. Within 30

days of its receipt of the report, EPA -

- out in 40 CFR 720. Zﬁfb)(Z) through

under this paragraph must provide a
generic chemical name that is only as
generic as necessary to protect the
confidential chemical identity of the -
particular chemical substence, 'I'he
name should reveal the specific -
chemical identity to the maxxmum )
extant ible.

(ii) The generic name prowdad bv the
submitter-will be subject to EPA review
and epproval in accordance with the
procedures specified in §720.85(b)(6) of
this chapter. The generic neme provided
by the submitter or an alternative .
selected by EPA under these procedures
will be placed on a public list of ‘
substances exempt under this section.

(3) If any information is claimed
confidential, the manufacturer must
submit a second copy of the notice with
all information claimed as confidential
deleted. EPA will place the second copy,
in the public fils.

(1} Determination of first -
manufacturer of a new chemical . R
substance. (1) A person who intends to
manufacture a new chemical substance
under paragraph (c)(1) of this section
may determine whether that particular -
substance is already being manufectured -
under that section and, therefors,
subject to the requirements of gmgraph —

- (e}{1){iii) of this section, by submitting

& notice on the substance under
paragraph (e) of this section. EPA will
inform the manufacturer within the 30~ -

- day review period whether another

person is already manufacturing the

~substance under the exemption.

(2) Alternatively, the mmWr
may ask EPA wbether another- -

. manufacturer is already producmg the | _

- new chemical substance under tlns

; secuon EPA will res ondtothis

- inquiry only if EPA o8 that the

' “manufacturer making the inquiry has-:- -

_ will notify the manufacturer whether, - : shown a bona fide intent to manufacture
" and under what eonditions, dlstnbution -~ in accordance with the set -
_ of the chemical substance ta the--

e Ea

(b)((a)]lf EPAdetanmnes thatthe .

(1v) Manufacturing the chernical (x) Confidentiality. (1} If the -

substance in annual production. - . manufacturar submits informabon t0- .- manufacturer has not shown a bona fide.> . --
- volumes above any volume spemﬁed» .+ EPA under this section which the - ... -, intent to manufacture the new substance -
’under paragraph (e)(1)(ii) of this section. . manufacturer dnim&to be confidential - :-under the terins of this section, EPA wilk ::
3}In an exemption notice informing: ;; business iation, the manufacturer .~ promptly notify the menufacturers Theix - -
Siw st must clearlyifdendfytha»hformaﬁon atis manufacmrer may then submit &ncﬁc&

E ;EPAofachangain sxte‘worker«
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upder paragraph (s) of this secticn or a
notice upder section 5{a}(i) of the Act.

(4} if P A determines that the
menufacturer has shown a bona fide.
{ntent to manuiacture the new chemical
substance under the terms of this
soction, EPA will proreptly inform the
manufasturst whether the substence is
being menufactured under £1is saction.
1f the substanca is not heing
manufectured under this section, the
manufacturer may submit a notice
under paragraph {e] of this section. If
the new chemical substance is being
manufactured under this section, the
manufacturer may submit a notice
under paregraph (e) of this section if the

. manufacturer can demonstrate that the
additionel human exposure to, and/or
environmental release of, the new
chemical substance resulting from its
manufactured volumes wiil not present

. an unreasanable risk of injury to human
health or the environment. If such
demonstration cannot be mads, the
manufacturer must submit a notice
under section 5(a)(1) of the Act or one
of the other section 5 exemptions.

- {m) Exemptions granted under
superseded regulations. Manufacturers
holding exernptions granted under the

. superseded requirements of § 723.50 (as
in effect on [insert date 1 day before
effective date of final ruie}) shall either
continue to comply with those
requirements or apply for a new
exemption pursuant to this section. If a
new exemption for a chemical substance
is granted under this exemption, the
prior exemption for such substence

* shall be void.

- (o) Recordkeeping. (1) Each

. manufacturer of a new chermical
substance described in paragraph (c) of

- this section must maintain records of
the arnual production volume of the
new chemical substance under the
exemption and documentation of
informetion in the exemption notice and
compliance with the terms of this
section. Such records must be retained
at each facility owned or controlled by
the exemption holdsr where the
exempted substance is manufactured or
processod. Records maintained under
this paregraph must be retained for 5
Years sfier the date of their preperation.

(2) Any person who manufactures a
Dew chemical substance under the

terms of this section must, upon request
of a duly designated representative of

A, permit such person at all
:agcnable times to have sccess to and

Opy records kept under paragraph
()(1) of this SBCtiOI;]. i

.. 3) The manufacturer must submit the

+tecurds listed in peragraph (a)(1) of this
eclion to EPA upan written request.

“aufscturers must provide thess

records within 15 working days of
receipt of such request.

{0) Compliance. (i) Failura 2o comply
with any provision of this gection is a
viclation of section 15 of the Act (15
U S.C. 2814).

{2) Submiiting materielly misleading
or false infonmation in connection with
tha requirements of any provision of
this section is a violation of this section
and therefore a violation of section 15
of ths Act (15 U.S.C. 2614).

{4) Violators may be subject to the
civil and criminal penalties in section
18 of the Act (15 U.S.C. 2815) for each
violation,

(4} EPA may seek to enjoin the
manufacture or processing of a chemical
substance in violation of this section, or
act to seize any chemical substance
manufactured or processed in violation
of this saction, or take other action
under the authority of section 7 of the
Act (15 U.S.C. 26086) or section 17 of the
Act (15 U.S.C. 1816).

{¥R Doc. 932773 Filed 2-5-93; 8:45 am}
BULING CODE 5560-80-F




